IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

AMJIOJUIITH

(AMLODIPINE)

Cknao:
Oitoua pevosuHa: amlodipine;
1 TabneTKa MiCTUTh amMIOguUIiHy OecunaTy, y mepepaxyBaHHi Ha aMJIONHUIIIH - 5 MT;

0onomidicHI peyo8uHU: TaKTO3a, MOHOTiIpaT, KpoXMaJlb KapTOIISHUM, TTOBIIOH, KaJlbllil0 cCTeapar.

JIikapcbka ¢opma. TabreTku.

OcHosHi pizuko-ximiuti 81acmusocmi: TabneTku 6inoro abo mMarike 0i710T0 KOJTbOPY 3 MJIOCKOIO
IIOBEPXHEIO, 3 PUCKOIO Ta (HacKoIo.

®apMakoTepaneBTHYHA rpyma. CeIeKTUBHI aHTAarOHICTH KallbIlil0 3 TIEpeBaKHUM BIIJIMBOM
Ha cygunu. [loxigui purigponipuguny. Kog ATX CO8C AO01.

dPapmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

AMJTOfIUIIIH - aHTATOHICT Kasbllilo (IOXigHe OUTiApomipuauHy), Mo 6JI0Kye HagXO[KeHHS i0HiB
KaJbllilo OO MioKapha Ta [0 KIiTUH TIagKuxX M’ g3iB.

MexaHi3M TillOTEH3UBHOI il aMJIOTUIIIHYy 3yMOBJIEHKY Oe3110cepeiHbOI0 PO3CIabIioi0d0i0 Ji€l0 Ha
riaagki M'si3u cynuH. TOYHMUM MeXaHi3M aHTHAHTiHAIBHOTO e(peKTy aMJIONUIIiHY BU3HAYEHUH
HEJOCTAaTHhO, OJHAK HUXKYe3a3HaueHi epeKTH BilirpamTh MeBHY POJIb.

1. AMnogumid po3mupIOE IepudepruyHi apTepiosnu i, TAKUM YUHOM, 3HUXKYE TepUPepUIHUi OIip
(mocTHaBaHTaxeHHs). OCKiIbKY CepLeBUN PUTM 3aJIMIIAETHCS CTAO0ITbHUM, 3HUKEHHS
HaBaHTAXKEHHS Ha ceplie IPHU3BOOUTH [0 3HMXKEHHS CIIOXMBAaHHS eHeprii Ta moTpedu MioKapaa B
KHCHI.

2. Po3mupeHHs rON0BHUX KOPOHAPHUX apTepPii Ta KOPOHAPHUX apTepiosl (HOpMalbHUX Ta
ilmeMi3oBaHUX), MOXKJIMBO, TAKOX Biflirpa€e poyib y MexaHi3Mi Ail amnogumniny. Take pO3MUPEHHS
IiABUINYE HACUYEHICTh MiOKap/a KMCHEM Vy TallieHTiB 3i clla3MOM KOPOHaApHOI apTepil (CTeHOKap/His
[TpuHIMeTana abo BapiaHTHa CTeHOKapMis).



Y narienTiB 3 apTepianbHOIO TillepTeH3i€0 3acTOCyBaHHs IpemnapaTy 1 pa3 Ha mo0y 3abe3meuye
KJIIHIYHO 3HaUyllle 3HUXKEHHS apTepialbHOr0 TUCKY MPOTATOM 24 TOAWH y IOJIOKEHH] K JTeXKaul,
TakK i cTosiun. Yepe3 MOBiMIbHUM IIOYATOK [Ail aMJIOAUIIIHY TOCTPa apTepiaiabHa TinoTeH3is 3a3BU4ail He
CIIOCTEPIra€eThCA.

V manieHTiB 3i cTeHOKapi€to Py 3aCTOCYBaHHI ofHiel ;060BOI 03K IpemapaTy MigBUIIYEThCS
3arajapHUM 9ac (pi3MYHOr0 HaBaHTaXKEHHS, 9ac [0 IT0YaTKy CTeHOKapHil i yac mo gocsarueHHs Ha EKT
1 mMm pemnpecii cermenTa ST. [Ipemnapart 3HUXKY€E YaCTOTY HamafiB CTeHOKapAil Ta 3MeHIIye TOTpedy y
3aCTOCYBaHHI HITPOIJILIEPUHY.

AMJTOTIUTIIH He acoII0ETLCSA 3 OyAb-IKUMHU MOOIYHUMY MeTaboMiYHUMY AisiMu abo 3MiHaMu piBHS
JMmigiB y ma3Mi KpoBi i MOKe 3aCTOCOBYBATHCS IAIliEHTaM 3 aCTMOIO, IIyKPOBUM Mia0eToM Ta
Ioarpoio.

dapmakoKiHemuxka.

BCcMOKTYBaHHSA/PO3MOMIT.

[Ticns mepopalbHOTO 3aCTOCYBaHHS TEPAINEBTUYHUX 103 aMJIONUIIIH IIOCTYIIOBO abCcOpOy€eThCs y
11a3My KpoBi. AOcomoTHa 6i0H0CTYIHICTE He3MiHEHOI MOJIEKYNIA CTaHOBUTH IpubIn3Ho 64-80 %.
MaxkcumasnbHa KOHIIEHTpallisl y I1a3Mi KPOBi OCATAEThCS MPOTATOM 6-12 rofguH micis 3acToCyBaHHS.
O6’eM poO3MOoMiNy CTAaHOBUTH MpubIM3HO 21 1/KT; KOHCTAHTa Aucomialii kucnoTtu (pKa) amnoguminy
CTaAHOBUTH 8,6. [JocHimKeHH in vitro MpogeMOHCTPYBaIH, 110 3B’I3yBaHHS aMJIOOUIIHY 3 OinKamu
IIJIa3MHU KPOBi CTaHOBUTH MPuOMMU3HO 97,5 %.

OpHOYaCHe BXKMBaHHS 1Ki He BIUIMBA€ Ha BCMOKTYBaHHSI aMJIOAUIIIHY.

Metaboi3M/BUBEIEHHS.

[lepion HamiBBUBEOEHHS i3 MMJIa3MU KPOBi CTAaHOBUTH NMpuONMu3Ho 35-50 roguH. PiBHOBaxkHa
KOHIIEHTPAIlis y IJ1a3Mi KPoBi JocsATaeThCs micis 7-8 oHiB 6e3mepepBHOr0 3aCTOCYBaHHS ITpemapary.
AMJTOIUTIiH TOJIOBHUM YMHOM MeTabo0J1i3yeThCS 3 YTBOPEHHSIM HeaKTUBHUX MeTaboIiTiB. biaussko 60
% BBEIEHOI 03U BUBOAUTHCS i3 ceyeto, mpubnau3Ho 10 % 3 IKUX CTaHOBUThL aMJIOAUIIIH Y
He3MIHEeHOMY BUIJIAML.

[TaIieHTH JIITHLOIO BiKY.

Yac mocsATHeHHS PiBHOBaXKHUX KOHIIEHTPAIliM aMJIOAUIIIHY Y MJIa3Mi KpoBi omiOHUY Y MallieHTiB
JIITHBOTO BiKY Ta y JOPOCNUX Iali€eHTiB. KiipeHC aMIoAuminy 3a3Budai Ael[0 3HUXKEHNUH, 1110 Y
NAllieHTIB JIITHHOTO BiKy MPU3BOOUTE A0 30i/bIIEHHS IIJIOMII il KPHBOIO «KOHIIeHTpatis/dac» (AUC)
Ta IIepiofy HalliBBUBEEHHS IIpemapary.

[NanieHTH 3 MOPYIIEHHAM (QYHKITiH HUPOK.

AMTOIUTIIH eKCTEHCUBHO 0ioTpaHCchHOPMYETLCS N0 HeaKTUBHUX MeTaboriTiB. 10 % amnoguminy
BUIINIIETHCST Y HE3MIHEHOMY BUTJISAIL 3 ceuelo. 3MiHM KOHIIEHTpPAIlil aMJIOOUIIiHY V MJIa3Mi KPOBi He
KOPEJIOI0Th 3i CTyIeHeM IOpYyIIeHHS PyHKIiM HUPOK. [lanieHTaM i3 nopymeHHAM QYHKII HUPOK
MOXKHAa 3aCTOCOBYBATU 3BUYAlHI 03U aMJIOSUIIIHY. AMJIOOUIIIH He BUNAISETHCA LIIAX0M Aiasi3y.

[NarienTy 3 MOPYIIeHHAM QYHKIIII MEeYiHKHU.

[HdopMariis mog0 3aCTOCYyBaHHSA aMJIOAXIIIHY NallieHTaM i3 TOopymeHHAM (QYHKIIl IeYiHKU OyXKe
oOMexeHa. Y MallieHTiB i3 Ie4iHKOBOIO HeIOCTATHICTIO KITipEHC aMJIOAUIIIHY 3HUKEHUH, 110



IPU3BONUTH [0 30iNbIIeHHS TPUBAJIOCTI Iepiofy HamiBpo3nany Ta Ao 36inemerHHs AUC npubnu3Ho Ha
40-60 %.

iTH.

HocnimxeHHS apMaKOKiHEeTUKY IIpenapaTy aMJIOOUIIiHy IPOBOAXIIHY 3a y4acTio 74 miTew 3
apTepianbHOIO TinmepTeH3i€lo BikoM Big 12 o 17 pokiB (Takoxk 34 mamieHTH BiKOM Bif 6 10 12 pokiB Ta
28 nauienTiB BikoM Bif 13 go 17 pokiB), siKi 3aCcTOCOBYBaiu aMJIOguUIiH y mo3ax 1,25-20 mMr Ha go0y 3a
1 abo 3a 2 mputiomMu. 3a3BU4ai KIipeHC Py ITepopasbHOMY 3aCTOCYBaHHi [iTsIM BikoM Bif 6 mo 12
POKiB Ta Big 13 mo 17 pokiB cTaHOBUB 22,5 Ta 27,4 11/TOOUHY BiATIOBITHO Oj1d xyonyukiB i 16,4 ta 21,3
JI/TOOUHY BiANOBiAHO IS OiBYaToK. CIocTepiraeTbcs 3HauHa BapiabenbHICTh €KCIIO3UIIi] y Pi3HUX
malfieHTiB. IHpopMallis 010 NalieHTiB BikoM 00 6 poKiB 0OMexKeHa.

KrinigHi xapakKTepUCTHKH.
IToka3zanus.

- AprepiasnbHa rinepreHsis.

- XponiuHa cTabinbHa CTEHOKAPMis.

- BazocnactruHa cTeHOKapmisa (cTeHoKapmis IIpuHIIMeTana).

IIpomunoka3aHHs.

- BigoMa mipBuilleHa YyTNUBICTh [0 AUTIOPOMiPUONHIB, aMJIOAUIIIHY YK 0O OyOb-IKOT0 iHIIOTO
KOMIIOHEHTA IIpernapary.

- ApTepiasibHa TilloTeH3ia TAKKOI0 CTYIIEH.
- [llok (BKMO4Ya4Yy KapoioreHHUH ITI0K).
- OGCTPYKIIisl BUBIIHOTO TPAKTY JIIBOTO IIJTYHOUKa (HANpPHUKIIaM, CTEHO3 aOPTHU TAXKKOTO CTYIIEeHS).

- T'emopuHaMmiuHO HecTabimbHA ceplieBa HEOOCTATHICTh MicIIs TOCTPOro iHdapKTy Miokapma.

B3aemodia 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

Bnaue iHwux aikapcvbkux 3acobie Ha amaoduniH

HasiBHi maHi momo 6e3meky 3aCTOCYBaHHS aMJIOOUITIHY 3 Tia3UOHUMHU [IiypeTUKaMH, ajbda-
6mokaTtopamu, 6eTa-6710kaTopamy, iHribitopamu ATI®, HiTpaTaMu IPOJIOHTOBAHOI [,
CyOiHTBaIbHOIO (OPMOIO HiTPOTIillepUuHY, HECTEPOITHUMH ITPOTU3ANAIbHUMHY JTiIKapChKUMHU
3acobamu, aHTHOIOTUKAMY, OPaJIbHUMH TilOTIIIKeMiYHUMU JIiIKapChKUMHU 3ac00aMu.

[laHi, oTpuMaHi y npoueci JOCIifXKeHb in vitro i3 nj1a3MoI0 KpPOBi JIIOAUHU, CBiIYATh IIPO BiICYTHICTH
BIIJIUBY aMJIOJHUIIIHY Ha 3B’s3yBaHHS 3 6iTKaMu KPOBIi IOCTiIZKyBaHUX JTiKapChKUX 3aC00iB (AUTOKCHH,
¢eniToiH, BapdapuH abo iHmOMETAINH).



IHz2i6imopu CYP3A4

OpHoYacHe 3aCTOCyBaHHS amyioauminy Ta iHriditopis CYP3A4 notyxkHo1 abo momipHoi il (iHribiTopu
IpoTeas, a30JIbHi IPOTUTPUOKOBI 3aCc00M, MAaKpOJIioy, TaKi K epPUTPOMILIMH ab0 KJTapUTPOMIIIUH,
Bepamnamin abo gunTiazeM) Moxke MPU3BECTH A0 3HAYYILIOTO MiABUIEHHS €KCIIO3UIil aMIOAUIIIHY, 1110
TaAKOXK IIiABUIINY€E PU3UK BUHUKHEHHS apTepianbHOl rimotensil. KmiHiuHe 3HaYeHHS TaKUX 3MiH MOXe
OyTu OiNbII BUpPazKeHUM Y TallieHTiB JIiITHHOTO BiKy. Moxe OyTu HEOOXigHUM KiiHiuHe
CIIOCTEPEXKEHHS 3a CTAHOM TallieHTa Ta migdip mo3u.

He pekoMeHIy€eThCSI OMHOYACHO 3aCTOCOBYBATH aMJIOTHUITIH Ta ITpeindpyTu abo rpeindpyToBuii cik,
OCKIiJIbKM ¥ IeIKHX NallieHTiB 6i0lOCTYIHICTh aMJIONHUIIIHY MOXKe ITigBUIIYBaTHCS, 1110, 31 CBOT0 OOKY,
IIPU3BOIUTH [I0 ITOCUJIEHHS TilTOTEH3UBHOI Mil.

Inoykmopu CYP3A4

KoHueHTparlis aMnoguIiny B maa3Mi KpOBi MOXKe 3MiHIOBATHUCS ITiCIg OMHOYACHOI'0 3aCTOCYBaHHS
inpykTopiB CYP3A4. ToMy ciiif IPOBOOUTH MOHITOPUHT apTepiaJibHOTO TUCKY 1 KOperyBaTu H03y 3
ypaxyBaHHSIM OJHOYACHOT'0 MIPUIOMY IUX JTIKAPChKUX 3aC00iB SK BIPOOOBXK, TaK i IiC/sA CYIyTHHOTO
JIiKyBaHHS, 0COOJIMBO IIe CTOCYEThCS CUNMbHUX iHAYKTOPiB CYP3A4 (Hanpukiaf, pubaMIinuxy,
3Bip00010 3BUYANHOTO).

[laHmpoaseH (iHQy3ii)

Y TBapuH crocTepiranacs MUTyHOYKOBa (HiOPUIALig 3 IeTaJbHUM HaACJIiIKOM Ta CEPLEeBO-CyIUHHUM
KOJIaIIC, L0 aCOLif0BaIuCA 3 TillepKaslieMi€ro, Micisd 3aCTOCYyBaHHSL BepalaMiny Ta JaHTPOJIEHYy
BHYTPIITHEOBEHHO. Yepe3 PU3UK PO3BUTKY TilepKalieMii peKOMeHOOBaHO YHUKATH 3aCTOCYBaHHS
0JI0KaTOpiB Ka/JbI[iEBUX KaHAJIB, TAKUX SK aMJIOTUITIH, CXUJIBHUM [0 3JI0SKICHOI TimepTepMii
nalieHTaM Ta IIpHU JIiKyBaHHi 3JI05IKiCHOI rimepTepMil.

Bnaug amaoduniHy Ha iHWi aikapcbki 3acobu

limoTeH3uBHUY e(pEKT aMJIOAUIIIHY IIOTEHIIIIOE TiITOTEH3UBHUM €(DEKT iHIINX aHTUTINEePTEeH3UBHUX
3aco0iB.

Takpoaimyc

IcHy€e pu3UK MigBUILIeHHS PIBHA TAKPOJIIMYCY B KPOBI IIPX ONHOYACHOMY 3aCTOCYBaHHI 3
aMJIOMUIIIHOM, OTHAK (hapMaKOKiHETUYHUY MeXaHi3M TaKOl B3a€MO[il ITOBHICTIO HE BCTAHOBIIEHO.
[ITo6 YHUKHYTHA TOKCUYHOCTI TaKpOJIiMyCy, IIPH CYIIyTHbOMY 3aCTOCYBaHHI aMJIOUIIiHY OTPi6eH
PerynspHUY MOHITOPUHT PiBHS TaKpOJIMYyCy B KPOBi Ta, 3a He0OXimHOCTi, KOPEK1lis O3yBaHHS.

LukaocnopuH.

HocmimKeHb B3aEMO[Iii IIUKIOCIIOPUHY Ta aMJIOAUIIIHY IIPX 3aCTOCYBaHHI 3J0POBUM NOOPOBOIBIISIM
abo B iHIIMX I'pyIlax He MMPOBOJUIIOCS, 3a BUHATKOM 3aCTOCYBaHHS IMalliEHTaM i3 TpaHCIJIAHTOBAHOIO
HUPKOIO, Y SIKUX CIIOCTepirasocs 3MiHHe MigBUINEeHHS 3aJIMIIKOBOI KOHI[EHTPAIlil IUKJIOCTIOPUHY (B
cepepaboMy Ha 0-40 %). [I71s mali€eHTiB i3 TPaHCIIJIaHTOBAHOI HUPKOIO, SIKi 3aCTOCOBYIOTh
aMJIO[UIIIH, CMIif PO3TISHYTHU MOXKJIUBICTH MOHITOPUHTY KOHIIEHTpallil IK/IOCIOPUHY Ta, 3a
He0oOXiTHOCTI, 3BMEHIIUTH 003y HUKIIOCIIOPUHY.

mTOR-iH2i6imopu (mammalian target of rapamycin — miweHi panamiyuHy y ccasuyis).

Taki mTOR-inri6iTopu, K cuposiMmyc, TeMCUPOIiMyC i eBepornimyc, € cyocTpatamu CYP3A.



Awmnopurnis € cnabkuM inribitopom CYP3A. [Tpu ogHOYacHOMY 3acTocyBaHHI ammopumniny 3 mTOR-
iHribiTopaMu BiH MOKe TIOCUJTIOBATH BIIJIUB OCTAHHIX.

CumsacmamuH

OpHoYacHe 3aCTOCyBaHHS Oaratopa3oBux 103 amuoauniny 10 Mr Ta cuiMBacTaTUHY B 7031 80 Mr
TIPU3BOIUIIO N0 30iNbIIEeHHST €KCIIO3UIlii CUMBAcTaTUHY Ha 77 % IMOPIBHSHO i3 3aCTOCYBaHHSM JIUIIE
cuMBacTaTHHY. [IJ1s maIieHTiB, SKi 3aCTOCOBYIOTh aMJIOUIIIH, O3y CUMBACTATUHY CJIifl 00MEXUTH [0
20 Mr Ha 100y.

CundeHagin.

Opnopa3zoBui nputiom 100 Mr cunmeHadiny namieHTaMu 3 eCeHIlialIbHOIO TilepTEeH3i€10 He BIIJIMBAB
Ha (papMakoKiHeTHKY amnopuminy. [Ipu omfHOYaCHOMY 3aCTOCYBaHHI aMJIONUIIIHY Ta CHIgeHadimy sIK
KOMOiHOBaHOI TepaIllii KOXKeH i3 mpenaparTiB BUSBISB IiOTeH3UBHUHN e(PeKT He3aeKHO Bif iHIIIOTO.

THwi nixapcvki 3acobu

Kniniyni gocmigkeHHS B3a€EMOIii Tpemnaparty moKas3aiy, 110 aMJIOAUIIIH He BIIJIUBA€E Ha
(bapMaKOKiHETHKY aTOPBaCTaTUHY, TUTOKCUHY a00 BapdapuHy.

CyMicHe 3aCTOCyBaHHS aMJIOQUIIHY 3 HIUMETUAVNHOM He MaJjio BIUIMBY Ha (hapMaKOKIHETUKY
aMJIOUIIIHY.

CyMicHe 3aCTOCyBaHHS MpenapariB aJlOMiHil0/MarHio (aHTalKiB) i3 pa30BO0 03010 aMJIOJUIIHY He
MaJio CYTTEBOTO BIIJIUBY Ha (hapMaKOKiHETUKY aMJIO[UIIIHY.

Emanoa (anxoeoaw)

OpHopa3oBui Ta 6araTopa3oBuii npuitoM 10 MT aMJIOAUIIIHY He MaB CYyTTEBOTO BIUIMBY Ha
(bapMaKOKiHETUKY €TaHOIy.

JlabopamopHi mecmu

BrnuB Ha MOKa3HUKY J1a00pPaTOPHUX TECTiB HEBiOMMIA.

Oco06.1ueocmi 3acmocy8aHHs1.
Beamnexka Ta e(peKTUBHICTh 3aCTOCYBaHHS aMJIOAUIIIHY IIPY TiI€PTOHIYHOMY KpPH3i He OI[iHIOBaJIUCS.
IMauienmu i3 cepueaor HedocmamHicmio.

IlaHiit KaTeropii maIfieHTiB aMJIOOUIIIH CJTiT] 3aCTOCOBYBATH 3 00€PEXKHICTIO. Y XO[i MOBrOTPUBAJIOTO
n1a11e60-KOHTPOJILOBAHOTO NOCTIIKEHHS y MAllieHTiB i3 CeplieBOI0 HEIOCTATHICTIO TSXKKOTO CTYIEHS
(xnac III Ta IV 3a knacudixkaniero NYHA) npu 3acToCyBaHHI aMJIOQUIIIHY YaCTOTa BUNIAKIB PO3BUTKY
HaOPsKY JereHb Oysa BUIOO ITOPIBHSHO i3 3acTOCYyBaHHSAM ILtanebo. [TamienTaM i3 3acTiiiHO0
CEepIIEBOIO0 HEMOCTATHICTIO OI0KATOPH KaJbIli€eBUX KaHAJIiB, BKITIOUYAIOYM aMJIOUIIIH, CITifT
3aCTOCOBYBaTH 3 00€peXkKHiICTIO0, OCKIJIbKM BOHM MOXKYTb IigBUIIYBaTH PU3UK CEPIIEBO-CYANHHUX OTIN
Ta JIETAJIbHUX HACTIiAKIB Y Mait0yTHbOMY .

ITauienmu i3 nopyweHHAM pYHKUiI neviHKu.



[Tepion HamiBBMBeeHHS aMJIOfUIiHY Ta mapaMeTpu AUC BHUIIi ¥ AIi€eHTIB i3 MOPYyIIeHHAM QYHKIIi1
Ie4YiHKY; peKOMEeHallil CTOCOBHO 03 IIpellapaTy HeMae. ToMy JaHill KaTeropil mai€eHTiB CIIif
PO3MOYMHATH 3aCTOCYBaHHS MIpernapary i3 HanHuK40i 1o3u. Ciig 6yt 00epekHUMHU SIK Ha IMOYaTKy
3aCTOCYBaHHS IIperapary, Tak i mifg yac 36inbineHHs no3u. [lamienTaM i3 TIKKO00 MeYiHKOBOIO
HEeJOCTaTHICTIO Moxe OyTH HeoOXiMHUM MOBIMbHUY Migdip 403U Ta PeTeNIbHUM HaTIsAl 3a CTAHOM
MaIjie’Ta.

ITayieHmu AiMHbO20 BIK)Y.
30inpIIyBaTy 403y IpelapaTy fAaHii KaTeropii maiieHTiB ciin 3 06epexkHiCcTIO.
ITauieHmu i3 HUPKOBOIO HedocmamHicmio.

[aHii KaTeropil nali€eHTiB CJIif 3aCTOCOBYBaTH 3BMYaliHi 103U IpelapaTy. 3MiHA KOHIIEHTpallil
aMJIOJUITIHY y IJ1a3Mi KPOBi He KOPEJIOIOTh 3i CTyIIleHeM MOopyIlleHb (YyHKIIN HUPOK. AMJIONUIIIH He
BUMAJIIETHCS LIJIIXOM [iai3y.

AMITOQIUTIIH He BIIJIUBA€E Ha Pe3yIbTaTH J1ab0PaTOPHUX [OCTiIXKEHb.

He pekoMeHIy€eThCSt 3aCTOCOBYBATH aMJIOTHUITIH pa3oM i3 rpendpyrom abo 3 rpeindpyToBUM COKOM,
OCKIiJIbKY ¥ IeSKUX TallieHTiB 6i0f0oCTyMHICTh MoxKe OyTu 30inbieHa, 1110 IpU3Bene 00 MOCUIeHHS
TimOTEeH3UBHOTr0 e(PeKTy mpemnapary.

XBOpHUM 3i CIAJKOBOI HETIEPHHOCUMICTIO TalakKTo3H, nedimuToM nakTa3u abo CHHIPOMOM
MasibabcopO1lii TTI0K031/TaakTo3u BapTo BpaxyBaTH, 10 JaHuM IIpernapaT MiCTUTh JIaKTO3y.

3acmocyeanHs y nepiod eazimnocmi abo 200y8aHHs1 2py0dio.
Bazimuicmo.
Be3neka 3acTocyBaHHS aMJIOQUIIIHY KiHKaM y IIepiof BariTHOCTI He BCTaHOBJIEHA.

3acTOCOBYBaTH aMJIOQUIIIH y IIepiof BariTHOCTI pEKOMEHOYEThCA JIMILIE Y TUX BUIIagKaX, KO HEMae
Oe3neyHilIol anbTePHATUBY, a PU3HUK, TIOB’I3aHUM i3 cCAaMUM 3aXBOPIOBAHHSIM, ITIEPEBUIIYE MOKIIUBY
IIKOY Bif JIIKyBaHHA [JI MaTepi Ta I1oma.

Y mpoueci gocnigXkeHb Ha TBApUHAaX IPU 3aCTOCYBaHHI BUCOKUX 103 CIIOCTEpirajacs penponyKTUBHA
TOKCHAYHICTE.

ITepiod 200ysaHHA 2pydoH0.

AMIIOOUIIiH BUAINSAETLCS Y MaTePUHCHKE MOJI0KO. CIIiBBiIHOIIIEHHS 034, OTPHMaHOl
HOBOHAPOMKEHUM Bifi MaTepi, y Mi2KKBapTHAJIbHOMY Aiana30Hi OLiHIOTh 9K 3-7 %, MakcuMyM 15 %.
[is aMJIOOUIIIHY Ha HEMOBJIAT HEBiTOMa.

[TpuiimMatouu pilleHHS PO NPONOBKEHHSI TOAYBaHHS I'PyAAi0 abo po 3acTOCyBaHHS aMJIO[UIIIHY,
HeoOXi[IHO OLIiHIOBaTH KOPHCTh TONyBaHHS IPYOAI0 /I AUTUHU Ta KOPUCTH Bifl 3aCTOCYBaHHS
npenapary OJis MaTepi.

depmuabHiCMb.

[ToBimoMisinu mpo 000pPOTHI OioXiMiuHi 3MiHU I'OJIOBKY CIIEpMAaTO30ifa Y OesKUX MallieHTiB



IIPK 3aCTOCYBaHHi 0JI0KaTOPiB KasbllieBUX KaHariB. KimiHigHol iHpopMaliii 11010
IIOTEHIIMHOTO BIJIUBY aMJIOAUIIHY Ha (ePTUIbHICTh HEJOCTATHEO.

30amuicmb enaueamu Ha weudkKicmov peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.

AMrionuniH MOXe YMHUTU He3HaYHUY ab0 ITOMipHUM BIIJIUB Ha 30AaTHICTb KepyBaTu
aBTOTPAHCIIOPTOM a0 ImpaIffoBaTH 3 iHITMMU MeXaHi3MaMH.

[IIBuAKiCTh peakilii Moxke OyTH 3HUKEHA IIPU HASBHOCTI TaKUX CUMIITOMIB SK
3alraMOpPOYeHHSs, TOIOBHUM Oilb, CITyTaHICTh CBimoMOCTi abo HyHoTa.

Cnipg 6yTu o0epekHUMHU, 0COOTMBO Ha ITOYATKY Tepalrii.

Cnoci6 3acmocyeaHHss ma do3u.
Ilopocai.

[ng niKyBaHHS apTepianbHOI TinepTeH3ii Ta CTeHOKapPAil 3BUYaliHa II0YaTKOBa [I03a Iipernaparty
AMIioutiH CTaHOBUTH 5 MT 1 pa3 Ha mo0y. 3alekHo Bifl peakiiii malieHTa Ha Tepaliio 103y MOXHa
30iTBIIUTH N0 MAaKCUMaJIbHOI 03H, 110 cTaHOBUTL 10 Mr 1 pa3 Ha mo0y.

[NTauieHTaM 3i CTeHOKapAi€lo IpefapaT MOXKHa 3aCTOCOBYBaTH K MOHOTepario abo y KoMmOiHalii 3
iHIIMMYU aHTUaHTiHAIBHUMU JIiIKapChKUMU 3acobaMu NpU PE3UCTEHTHOCTI [0 HiTpaTiB Ta/abo
ameKBaTHUX 003 0eTa-6710KaTOPIB.

€ mocBig 3acTOCyBaHHS Ipemnapary y KoMm0OiHalii 3 TiasugHuMK OiypeTuKaMu, anbda-010KaTopaMu,
6eTa-61okaTopamMu abo iHribiTopaMu aHTiOTEeH3UMHIIEPETBOPIOBAILHOTO (GePMEHTY IMallieHTaM 3
apTepianbpHOIO TiIEePTEH3IE0.

Hemae HeobOximHOCTI y migbopi 03U npemnapaTy Ipyu OGHOYACHOMY 3aCTOCYBaHHI 3 Tia3uAHUMU
niypetrkamu, 6eTa-0110KaTopaMy Ta iHTibiTOpaMu aHTiOTEH3UHIIEPETBOPIOBAILHOTO (DEPMEHTY.

Ilimu 8ikom 8i0 6 poKi8 3 apmepiaabHO0 2inepmeH3i€lo.

PexomeH0BaHa MOYaTKOBa [03a IIpernapaTy AMIOOUIIIH 714 Ifi€l KaTeropil narieHTiB CTaHOBUTH 2,5
Mmr 1 pa3 Ha goOy. Ao HeoOXximHWM piBeHb apTepiaTbHOTO TUCKY He Oyae JOCATHYTUM MPOTSATOM 4
TUKHIB, 103y MOXKHa 30inbmuTH [0 5 M Ha [00y. 3acTOoCyBaHHS IIpenapaTy y J03aX BUIIEe 5 MT [JIs
MaHOI KaTeropii malieHTiB He OOCIigKyBalu.

ITayieHmu AiMHbO20 BIKY.

Hemae HeoOximHOCTI y migbopi mo3u asist gaHol KaTeropii marienTis. [TinBuilieHHS 103K CIIif
IIPOBOIUTH 3 00ePEKHICTIO.

ITauieHmu 3 nopyweHHAM (PYHKUil HUPOK.

PekxoMeHOy€eTLCS 3aCTOCOBYBATH 3BUYalHi 03U IIpenaparTy, OCKiTbKY 3MiHM KOHIIEHTpallil
aMJIOJUIIIHY y IJ1a3Mi KPOBi He ITOB’g3aHi 3i CTyIeHeM TSKKOCTI HUPKOBO1 HEJOCTaTHOCTi. AMJIOAUIIIH



He BUBOOUTHCS IIIAXOM Hiami3y.
ITauieHmu 3 nopyweHHAM (QYHKUil neyviHKU.

Ilo3u mpemnapary [ 3aCTOCYyBaHHS IallieHTaM 3 MOPYIIeHHIM GYHKIIil Ie4iHKX Bif 1€TKOT0 [0
IIOMipPHOT'O CTYII€HSI He BCTAHOBJIEHI, TOMY Mifg0ip 403U CIlif IPOBOAUTH 3 00€PeXkKHICTIO Ta IOYWHATH
3aCTOCYBaHHS IpelapaTy i3 HalHUKYO0l H03K B Aiama30Hi 103 (auB. po3min «OcobmuBoCTi
3acTocyBaHHI» 1 «PapMakonoriyHi BmacTuBOCTL. PapMaKokKiHeTHKa»). apMaKoKiHEeTUKY aMJIOAUIIIHY
He [IOCTIigKyBa/lIy y MallieHTiB i3 MOpyleHHIM (PYyHKIIil TeYiHKU TSIXKKOTO CTyleHs. [J1d malli€HTiB i3
OPYLIEHHAM (DYHKIIIl IeYiHKY TSIKKOIr'0 CTYIEeHs 3aCTOCyBaHHSA aMJIOOUIIIHY CJIif] TOYMHATH i3
HaWHMKYOI 103U Ta MOCTYIIOBO 11 30iNbIIyBaTH.

Himu.
[IpenapaT MOXKHa 3aCTOCOBYBATU OIiTSAM BIKOM Bifi 6 POKIB.

BrinuB ammoauminy Ha apTepialbHUYM TUCK IAlli€HTIiB BIKOM OO 6 POKiB HEBITOMMUIM.

Ilepedo3yeanHsi.
ITocBig HABMHCHOTO TTEePe03yBaHHS MIpenapaTy € 00MekKeHHM.

Cumnmomu nepe0do3ys8aHHA: HasiBHA iH(popMallisd Ja€ MifCcTaBU BBaXKaTH, 1110 3HaYHe IIepefo3yBaHHSI
aMJIOOUITIHOM TIpU3Be[e [0 HaaMipHOI nepudepuyHol Ba3oguaTallii Ta, MOXIIUBO, 10 pedeKTopHol
Taxikapmil. € gaHi mpo po3BUTOK 3HAYHOI Ta, MOXKJIMBO, TPUBAJIOl CUCTEMHOI apTepiabHOI TiMOTeH3il,
BKJIIOYAIOYH ITIOK i3 JIeTAIbHUM HACJIiIKOM.

Pigko moBimoMIIsiiocst Mpo HeKapaioTeHHUY HaOpsK K HACTIIOK Iepeqo3yBaHHSI aMJIOOUIIIHY, SKe
MOXKe MPOSIBJISATUCS 3 BiICTPOYEHUM NOYaTKOM (24-48 rogus micisa npuiioMy) i BUMarae no4aTky
IITY4YHOI BEeHTUJIALIL JlereHb. PaHHI peaHiMalliliHi 3aX0onu (BKJII0UalOUM IIepeBaHTakKeHHS PiAuHOIO)
[JIS MigTPUMKH Tep@ys3ii Ta ceplieBOro BUKUAY MOXKYTh OYTH ITPOBOKYIOUUMU (paKTOPaMHU.

JIikygaHHA: KJIIHIYHO 3HAUyIlla apTepiajbHa rinoTeH3isd, 3yMOBJIeHa IIepefo3yBaHHAM aMJIOAUIIiHOM,
BHMMara€ akKTUBHOI MiATPUMKHM [isITbHOCTI CEPIIEBO-CYAMHHOI CUCTEMH, BKIIIOUAI0YU YaCTUMN
MOHITOPUHT QYHKIIN CepIsl Ta AUXaHHS, MiAHATTS HUXKHIX KiHI[IBOK, MOHITOPHUHT 00’ €My
IIUPKYJII0I0Y01 PiTUHY Ta CEYOBUMITEHHS.

[l71s1 BiTHOBJIEHHS TOHYCY CYAUH Ta apTepiaJibHOTO TUCKY MOXKHA 3aCTOCYyBaTH CyIUHO3BYXKYBaJlbHi
npenapaTy, yIeBHUBIIKCH Y BiICYTHOCTI IPOTHIIOKa3aHb [0 1X 3aCTOCYBaHHS. 3aCTOCYBaHHS KaJbIIii0
TJTIIOKOHATY BHYTPIIIHbOBEHHO MOXe OyTH KOPUCHUM [J151 HiBeJloBaHHS e(eKTiB 6/10Kagu Kalblli€eBUX
KaHaJIiB.

V mesikvx BUIIagKaxX MoxKe OyTH KOPHUCHUM ITPOMUBAHHS LITYHKA. 3aCTOCYBAHHS aKTMBOBAHOTO
BYTiJIISL 3IOPOBUM JOOPOBOJIBIAM IIPOTITOM 2-X TOIUH Iicis BBefmeHHs 10 Mr aMIoguminy 3HaYHO
3MEHIINJIO PiBeHb MOT0 BCMOKTYBaHHS.

OCKinbKY aMJIOIUITIH 3HAYHOIO MipoI0 3B’A3y€eThCs 3 Oinlkamu KpoBi, ehekT miami3y €
HEe3HaYHUM.



ITo6iuni peakuii.

[Tpu 3acToCyBaHHI aMIOOUIIHY HalyacTillle TOBiqOMIISITIOCS TIPO Taki mo0iyHi peakilii SK: COHTUBICTD,
3alaMOpPOY€eHHS, TOJIOBHUM 0ifb, MOCKJIeHe CepLeOUTTs, MPUIINTUBY, Oib y YepeBHill OPOKHUHI,
HyfgoTa, HaOpsAKU TOMIiNOK, HaOPSKHY Ta MifBUIlleHa BTOM/IIOBAHICTh.

[ToGiyHi peaxiiii, mpo sIKi MOBiMOMIISATIOCS IIiff YaCc 3aCTOCYBaHHS aMJIONUIIIHY, HaBe[eHi HUXKYe 3a
CHACTeMaMH Ta KjlacaMM OpraHiB Ta 3a 4aCTOTOX BUHUMKHEHHS: OyXke 4acTo (= 1/10), yacTo (Big
= 1/100 mo < 1/10), mewacto (Big = 1/1000 go < 1/100), pigko (Big = 1/10000 mo < 1/1000), oyxe
pioko (< 1/10000), HeBigoMoO (He MOXKHa BCTAaHOBHTH Ha ITiICTaBi HAsIBHUX JaHUX).

3 6oky Kpoei ma aimpamuyHoi cucmemu.

Iyxke pigKo: TeNKOUUTOIEHIST, TPOMOOLMTOTIEHIS.

3 boky imyHHOI cucmemu.

IyXe pigko: anepriuxi peaxkiil.

3 6oky memaboaizMmy ma asimMeHmapHi po3aaou.

IlyXe pigKo: rinepriikemis.

ITcuxiuHi nopyweHHA.

HeuacTo: menpecisi, 3MiHK HaCTPOIO (BK/II0Yal04u TPUBOXKHICTh), 0€3COHHS.

Pigko: ciiyTaHICTh CBIOMOCTI.

3 boky Hepeoegoi cucmemu.

YacTo: COHUBICTh, 3allaMOPOYEHHS, TOJIOBHUM Ginb (FOJIOBHUM YMHOM Ha II0YATKY JIiKyBaHHS).
HeuacTo: TpeMop, OUCTeB3is, CHHKOIIE, TillecTe3is, mapecTesis.

Iye pigKo: rinepToHyc, nepudepuyHa HeUponaTis.

HeBigoMo: ekcTparmipamifHi po3iaau.

3 60Ky opaaHis 30py.

YacTo: mopyuIeHHs 30py (BK/II0Ya4yu OUIIJIOII0).

3 6oky opaaHis cayxy ma nabipuHmy.

Heuacrto: g3BiH y Byxax.

3 6oky cepus.

Yacro: nocuneHe CepHeﬁl/ITTH.

HeuacTo: aputMmis (BKiToYarouu 6pagrKapiio, MITyHOYKOBY TaxikKap/ilo Ta MEePexXTiHHS Mmepencepas).



Iyxke pigko: iHpapKT Miokappa.

3 60Ky cyOuH.

YacTo: OpUIIUBY.

HeuacTo: apTepianbHa rinoTeHsis.

[lyXe pigKo: BaCKyJIiT.

PecnipamopHi, mopakaavHi ma mediacmuHaabHi NOPYWeEeHHA.
YacTo: gucIHoe.

Heuacro: xatrens, puHiT.

3 60Ky WAYHKOBO-KUWKOBO20 MPAKMY.

YacTo: 6inb y XKUBOTI, HyJ0Ta, AUCIIETICisl, MOPYIIEHHS IePHUCTaIbTUKYN KUIIEUHUKY (BKITIOYAIOUn
miapelo Ta 3armop).

HeuacTo: G110BaHHS, CYXiCThb y POTi.
[yXe pigKo: maHKpPeaTUT, TaCTPUT, TillepIiiasisi SCeH.
3 6oky eenamobiniapHoi cucmemu.

[yXKe pigKo: reaTUTH, JKOBTSIHULS, IiABUIIEHHS PiBHS MEYiHKOBUX (pepPMEHTIB (1[0 Hal4yacTime
aCoI[iI0BAJIOCS 13 X0IeCTa3oM).

3 60Ky wkipu ma nidwKipHOi MKAHUHU.

HeuacTo: anmonemnis, mypnypa, 3MiHa 3abapBieHHS IIKipH, MiBUIIEHE TOTOBUAINEHHS, CBEPOiXK,
BUCHII, eK3aHTEMa, KPOIIUB' THKA.

IyXe pifKo: aHTiOHEeBPOTUYHUYN HAOPSK, MyIbTH()OPMHA epuTeEMa, eKChHOTiaTUBHUM JePMATHUT,
cunppoMm CriBeHca — JI3KOHCOHa, HabpsK KBiHKe, POTOUYTNUBICTS.

HeBigoMo: TOKCUYHUY eligepMaIbHUN HEKPOIi3.

3 60Ky cKkesnemHo-M’ 5130801 ma cnoay4YHOI MKAHUH.

Yacto: HaOpsKaHHSA TOMIJIOK, CyJOMHU M’'g3iB.

Heuacro: apTparnris, mianris, 6ib y ciuHi.

3 60Ky HUPOK ma ce4o8udinbHO20 Mpakmy.

HeuacTo: nopy1ieHHs ce40oBUiIeHHS, HIKTYPisd, MifBUIlleHa YaCTOTa CEYOBUIIYCKAHHS.
3 60Ky penpodykmueHoi cucmemu ma MOJA0OYHUX 3d/103.

HeuacTo: iMIIoTEHIIis, TIHEKOMACTis.

3azanvHi nopyweHHA ma CmaHu y Micui 88e0eHHA.



Iyxke 4yacTo: HaOpSIKH.

YacTo: migBuIlieHa BTOMITIOBAHICTh, aCTEHId.

Heuacro: 6Ginb y rpynsx, 6inb, He3oyKaHHS.

IHocaiooceHHs.

HeuacTo: 36inbineHHs abo 3MeHIIIeHHSI MaCH Tifa.

[ToBimoMIIsIIOCS TIPO BUHSITKOBI BUIIAOKHM PO3BUTKY €KCTPAIipaMiIHOT0 CUHIPOMY.
iTH.

Awmmopuin qo6pe MepeHOCUTLCS TP 3aCTOCyBaHHi OiTaM. IIpodint mobiyHuX peakiit momibHu 10
IpodiIo y JOopociuX. 3a pe3yibTaTaMy JOCiAKEeHHS IIpenapaTy aMJIOAUIliHy 3a y4acTio 268
miTel HaWdacTille IOBimOMIISIIIOCS PO TakKi moOiuHi peakirii: ronoBHUY 0ilb, 3alTaMOPOYEHHS,
PO3LIMPEHHST KPOBOHOCHUX CY[IMH, HOCOBA KPOBOTeUa, Oifib y KUBOTI, acTeHis. BinbuiicTh moGigHUX
peaxiiiit 6ynmu merkoro a0o momipHOTro cTymeHs. TsaxkkKi mobiuni peakiril (mepeBazKHO TOJIOBHUH 6ifTb)
crioctepiranucs y 7,2 % npu 3acToCyBaHHi 2,5 MI aMyioguIiny, y 4,5 % mpu 3aCTOCyBaHHI 5 MI
amJionutiny, Ta 'y 4,6 % - y rpymi nmnare6o. HainmoumpeHiioo NpUYUHO0 BUKITIOYEHHS 3
mocrimkeHHs Oysla HEKOHTPO/IbOBaHa TrinepreH3isa. 2KogHOTo pa3y BUKITIOUEHHS 3 JOCTIIKeHHS He
Oy7o criprunHeHe BifxXuieHHAMY 1a0opaTOpHUX MMOKa3HUKIB Big HopMu. He Oyro 3adikcoBaHo
CYTTEBHUX 3MiH ITy/ILCY.

[ToBigoMIeHHS PO Mif03pI0BaHi M00iYHI peakiil.

[ToBimomeHHs PO Migo3poBaHi MoGiYHI peakiii micisg peecTpaliii T1iKapchbKOro 3aco0y Ma€ BeIUKe
3HauyeHHs. lle mae 3MOry IPOBOAUTUA MOHITOPUHT CIIiBBiIHOILIEHHS MiXK KOPUCTIO 1 pU3UKaMHU,
IIOB’SI3aHMMHU i3 3aCTOCYBAHHSIM LIbOTO JIiKapChKOT0 3ac00y. JlikapsM ciif 3BiTyBaTu npo 6ymb-saki
migo3proBaHi mobiyHi peakii BiIOBiIHO 0 BUMOT 3aKOHOMIaBCTBA.

Tepmin npudamHocmi. 3 POKH.

YmMmoBH 30epiranHsi. B opuriHambHil ynakoBlli Ipu TemMnepatypi He Buire 25 °C. 30epiraTtu B
HEIOCTYIIHOMY AJIS OiTeM MiCIIi.

YnakoBka. [To 10 Tabnetoxk y 6mictepi. [To 3 6ricTepu B maytri.

Kareropis Bignycky. 3a peLenToM.

Bupoonuk. ITAT «KuiBmenmnpenapat».



Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MiCIsi IPOBaIKeHHs MOro JisIbHOCTI.

Ykpaina, 01032, m. Kuis, Byn. Cakcaraacekoro, 139.



